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510(k) Premarkct Notification SONOACE R(5 Diagnostic Ultrasound System

510(K SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premnarket Notification in
compliance with 21 CFR, Pant 807, Subpart E, Section 807.92.JA -5

I. Submitter's Information: 21 CFR 807.92(a)(1)

MEDISON CO., LTD.
1003, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399

Data Prepared: July 2, 2010

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
SONOACE R5 Diagnostic Ultrasound System
Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

K101829, SONOACE R3 Diagnostic Ultrasound System
K 102065, SONOACE R7 Diagnostic Ultrasound System
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510(k) 1'remarket Notification SONOACE R5 Diagnostic Ultrasound System

4. Device Description:

The SONOACE R5 is a general purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging, PW Spectral Doppler mode, Harmonic imaging. Freehand 3D
imaging mode or as a combination of these modes. The SONOACE R5 also gives the operator the
ability to measure anatomical structures and offers analysis packages that provide information that is
used to make a diagnosis by competent health care professionals. The SONOACE R5 has real time
acoustic output display with two basic indices, a mechanical index and a thermal index, which are both
automatically displayed.

The SONOACE R(5 has been designed to meet the following product safety standards:
- UL 60601 -1, Safety requirements for Medical Equipment
- CSA 022.2 No. 601. 1, Safety requirements for Medical Equipment
- 1EC60601-2-37. Diagnostic Ultrasound Safety Standards
- EN/1EC6060 1 -1, Safety requirements for Medical Equipment
- EN/1EC6060 I-I-2, EMC requirements for Medical Equipment
- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
- NEMA UD-3. Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- IEC 61157. Declaration of the acoustic output
- 15010993-I, Biocompatibilitv

5. Intended Uses:

The SONOACE R5 Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic,
Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult and
Peripheral vessel.

6. Technological Characteristics:

The SONOACE R(5 is substantially equivalent to the SONOACE R3 Diagnostic Ultrasound System,
cleared via K(101829, and the SONOACE R7 Diagnostic Ultrasound System, cleared via K102065. All
systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-Screen display of anatomic structures and fluid flow within the body. All system allow for
specialized measurements of structures and flow, and calculations.

END of 510(K) Summary
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DEPARTMENT OF HEALTH & HUMAN SERVICESPulcHatSeve'4 Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Medison Co., Ltd.
/o Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25 t" Street NWJA 5 3
BUFFALO MN 55313

Re: K103722
Trade/Device Name: SONOACE R5 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and IX
Dated: December 20, 2010
Received: December 21, 20 10

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SONOACE R5 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C2-4/20 EVN4-9
C2-8 LN5 -12

CN2-8 LN5-12/40
CN4-9 L5-12/60
EC4-9



If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth inthe quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 )1-542 of the Act); 21 CFR 1000- 1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits youir device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www. fda.gov/AboutFDAlCentersOffices/CDPH/CDRH-Offices/ucm 115809.htmn for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://wvww.fda.g~ov/M~edicalDevices/Safety/ReportaProblem/default.htm- for the CDfIs Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542.

Sincerely yours,

,%/JJ0 ct
David G. Brown, Ph.D.
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



510(k) 'remarket Noifiation SONOACE 1t5 Diagnostic Ultrasound System

SECTION 1.3
INDICATIONS FOR USE JAN -S21

510(k) Number (if known): JSJ5a 2

Device Name: SONOACE R5 Diagnostic Ultrasound System

Indications for Use:

The SONOACE R5 Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound imaging
and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic, Trans-rectal,
Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult and Peripheral-vessel.

Prescription Use AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CER 801 Subpart C)

(PLEASE DO NOl WRIlIE BIELOWl1111S LINE-CONLIINUE ON ANOI HER PAGE OF: NEEDED)

Concurrence of CDRH, Offce of In Vitro Diagnostic Devices (OIVD)

Indications for Use Division of Radiological Devices
office of In Vitro Diagnostic Device Evaluation and Safety Section 1.3, page I

510K Y>RnQT



50(k) Prernarket Notification SONOACE I10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: SONOACE R5 Diapnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnial Applicatin Mode of 0peration ( ndles omitnisliu U3-mode)
General Specific BI M PWD CWD Color Combined' Other

TI Irck o nl,) I(Irocks I & Ill) Do.pler- (Spec' (Spc~

Ophithalmic ophthalmic

Feral rv s, 'u3) N N N N Note INoe 2,.8

Abdominail N N N N Note INoe 2,78

Intra-oiperalwiv N,#, 6

Intra-operalive (N uro.)

Foo evinlttaiig Lapiaosopic

& Other Pediatric N N N N Note I Notes2.5,6,7.8

Small Organ 5Seoe) N N N N Note I Note 2,5,6

Neonatal Ceplualic N N N N Note I Notes 2,S

Adult Cephsalic

; ttis-rctal N N N N Note I Note 2,7,8

lrats.vaginal N N N N Note I Note 2,7,8

I ran ,4uet Isis

Inso-esouph. (ot-Cardiac)

Mouscuilo-skel. (Coient.) N N N N Note I Note 2,5,6

Niuscalo-skel. (Supetc.) N N N N Note I Note 2,5,6

Inta-loininal

Other (speoc.)

Cardiac Adult N N N N Note I Notes 4

Cardiac Card.ac Pediatric

Ilrans.phagea I (Cardiac)]

Other (spec.)

Periphe~ral Ptph!ra 1ese NN N N Note I Notes 2,5,6,8

N= new indication: P1= previously cleared by FDA; E= added under Appendtx E
Additional Commenits:

Color Doppler includes Posier (Amplitude) Doppler
Note 1: O-M. I3-PW, 13+Cuor 1i+PD. tVC.orrPW, thPD+PW, l3-Color-Color M
Note 2: Intclude, imagitng for gutidatnce of biopsy
Note 3: Itcludes infertility iottoring of follicle deelopment
Note 4 Color NI-mode
Note 5: m examiple: thynid. paradityoid. breast, scotunt and Wens in -adult, pediatric and nonatnal patins
Note 6: Abdonishal p..n and peripoeral vessel
Note) t 1issue llanmotic Imaging (Ill)
Note 8: 3D imaging

Concurrence of CDRH, Office of In V itro Diagnostic Devies IOIVD)
Prescription Use (Per 21 Cl-k 801.109)

Indications for Use ~A Y ~Section 1.3, page 2
(DIVISI~n Sign-Off)

Divsion of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K )- 0-,- .



510(k) laremarket Notification SONOIACE R5 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-4/20 for use with SONOACE R5
Intended Use: Diagnostic ultrasound ima.ging or fluid flow analysis of the human body as follows:

Clinical Application Mode oF 0 eration ( ncludes simultaneous B-mode)
General Specific B3 M PWD (WO Color Combined- Other

(Itnick I DOak) (tracks I & ill) Doppler. (Spec.) (Spec.)
ophthalmic ophthalmic

etnal "Soc'NVo 3) P ja P P Note I Note, 2,7,8
Abdominal P1 P I, P Note I Notes 2,7,8

lnlni-operitive (&'Not, 6)

Intia-uperative (Neuro

Fetal Imagig Laparoscopie

& Othier Pediatric P p1 P p None I Notes 2,5,7,8

Small Organ (&ei Son, 5)

Ncornfual Cephalic

Adult Cephalic

trns-rectal

I rans-vagina I

Irutns-csopt. (tin-Cardiac)

Muscolo.-skel. (Cotnvert.)

Moelse.(Soetic4

Ina lit in ia

Oiie (spec.

Cardiac Adult p p p P Note I Notes 4

Cardiac Cardiac Pediatric

Irons cssptagal (Cardia)

Peripheral Peperlest
Vessel Ole se~

N= newv indication; t', previously cleared by FDA K 101829; E= added under Appendix E
Additional Comments:

Color Doppler includes Powser (Amtoldel Doppler
Note I: B-M, [34W, llrColor, B340. lVColor-PW, B3-PDi'W, llColor Color MI
Not. 2: Includes it...agitag for fuiac of biopsy
Note 3: Includes itlietility niahitoring of miuic development
Note 4: Color M-mnode
Note 5: Fomr cxatnple: thyroid. lirath~roid, breast, scTrtum and peois in adult, fediaric and neonatal patients
Note 6: Abadominal orgeans, and peripheral vessel
Note 7: 1issue I lannioic Imaging ([Ill)
Note 8: 3D imaging

Concurrence of' CDRH-I 0111tce of'In Vitro Diagnostic Devices (QIVD)
Prescrpto Us(Pr2 Cl-k 801A109)

Indications for Use (Dvso Cin01 Section 1.3, page 3

Division of Radiological Devices
office of In Vitro Diagnostic Device Evaluation and Safetty

51 OK -V)1



510(k) 1'remnarket Notification SONOACE H5 Diagnostic Ultrasound Systema

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-8 for use with SONOACE R5
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

____________linical Applilahiw Mode of oeration (incudes simutioanemas B-mode)
General Specific I) M PWD CWI) Color Combined' Other

trackL I oalv) [Iracks I &III) Dopplers (Spec.) (Spec.j

Ophalsaittic O ph'thalmic

retl (.See Nose)3) p1 P P P Note I Notes 237,8
Abdominal P P P P New I Notes 2,7,8
Intra-operati NS-, Ante 6)

Intn"it-praie (Neon,.)

Ii tal trama Lapairoscopic

& other Pediatric P P I' I Note I Notes 2.5,7,8

Smalil Organ (St's No.. j)

Neonatal Ceplialic

Adult Cephalic

(nis-re ctal

I ran-orehiral

l rdns-esoph. (nton-Cardiac)

MUSCUlo-skel. (Convent.)

Musulo-akel. (supeff.)

Intrit-louinat

Other (spec.)

Cardiac Adult
Cardiac Cardiac Peitrc

lrnn-csopluageal (Cardinc)

other (spec.)

'eriplerul PeC plieral vessel
Vessel OterL pe,

N= new indication: lN previously cleared by FDA K 101829: E= added under Appendix E
Additional Comments:

Color Doppler includles Power (Amipliitude) Doppler
Note 1, B-NI. tv-tW. 13PColc. 0,PD, B-Colm-rPW, B-t'D-l'W, B Colr-Color M
Not. 2: Includes finagittg for guidance of biopsy
Note 3: Includes inferltil monitoring of follicle development
Note 4: Color M-omode
Note 5: Fo cxaot.nple: thyroid, pa...thyroid. breast, crotua natd Penis itt adult, pediatric and neonatal prtleiaa
Note 6: Abdiaotia orpna and periphteral vessel
Note? 7l1issue I lanatonic Imaging [lit1)
Note 8: 3D ruging

Concturrence of CURIAH, Ct17ce of Ina V itro D iagnostic Devic es (0O1V D)
Prescription Use (Per 21 (FR 801 tO')

Indications fur Use II A X YIt Section 13. p-age 4

Division of Radiological DevicesOffice of In Vitro Diagnostic Device Evaluation and Safety

5101K -tl :



5 10(k) Premarket Notification SONOACE R5 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10D(k) Na.:
Device Name: CN2-8 for use with SONOACE R5

Intended Use: Diagnostic ultrasound irnai ing or fluid flow analysis of the human body as follows:
Clinical Application Mode oft).i~ ra tio a nles simultaneous onaode)

General Specific [f M PWD tWD Color Combitted' Other
I fick I onlv) (Iracks I & [it) Douppler* (Spcc.l (Spec.)

Ophthalmic Cplichainic
Fetal (Swt Von, 3) P I' P P Note I Notes 2,7,8
Abdominal Ii ta 1 p Note I Notes 2,7,8

lntra-operatisi v&Kote 6)

intra-operatie I Netn.)

Fetal Imaging Laparoseopic

& Odie Pediatric P P I P Note I Notes 2,3,,8

Small Organ 'S,, Ni' 5)

Neonatal Ceplialie

Adult Cephalic

Ilcatm-retalt

t rans-vaginal

I runs-oreth rat

I nns enola (non-Cardiacl

Mosculo.sket. (Convent.)

M close.(SnpcrlicjI

I ntra-I ....in at

Other (spec.)

Cardiac Adtmlt
Cardiac Cardiac Pediatric

I r n a s Me o p a g e al (C rd i a c)

Peripheral Periphera Iesswl __________

Vessel Other(sp,

N= new indication: I' previously cleared by FDA K 10 1829; E= added under Appendix E
Additional Comrments:

Color Doppler includes Pow er (Amplitude) Doppler
Note I: l-M, [3-PW, tJ4Coto,, BH'PD, ti-Color+PW, B-PD-l'W. [-Colo,±Color M
None 2: Includes imagitng for guidance of biopsy
Note 3: Includes infetliliY neutitorig of follicle devlp.et
Note 4: Color Monode
Note 5: For exatuple: thyroid. parathyroid, breast, srtmaind peon, ii adult, pediatric and neonatal patiens
Note 6: Abdiomuil orgtns and peripheral vessel
Note 7: tissue Hamonti Itmaging tjt111I)
Note 8: 3D) imaging

Concurrence olICDRH, Office of' In Vitro Diagnostic Devices (OlVD)
Prescription Use (Per 21 CFR 801109)

Indications for Use 4 Section 1.3, page 5

(Crvsi&'signoff)
Division of Radiological Devices

fYtir~o Of In Vitro Diagnostic Device Evatuation and Safety

!GK o( 2- ? )Q .



510(k) laremiarket Notification SONOACE 85 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: CN4-9 for use with SONOACE R5
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode oft. ration l includes naultaeou.s B3-mode
GceeI specific [B M FWD CWD Color Combined' Other

(Inack I only) (lrucks I & 1ll) Doppler' (Spec.) (Spec.)

ophthnalmic Ophubalolic

Petal ri-c Nw, 3,
Abdominal

Inira-operaiv (Sce No/c, 6)

lintra-operil ye (Neuro.)

Fctal Imang Laparoseopic

J: Othr Pediaric P P I' P Note I Note, 2,8
Small organ (See Nrc .5)
Neonatal Cqhalic P' P P p' Note I Note, 2.8
Ads. It Cephalic

I ran's-r-ectal

I rans-vaginal

I rains-'aor l i

Ir....s-esofx,. (nei-Cardiac)I

Moulo-.skel. (Convent)

Miscilo-skel.(Spri.

mn-lumninal

Oilier (spec.

Cardiac Adult
Cardiac Cardiac Pediatric

Sramsespliagea I (Cardiac

?prihral Peitra Iesel P1I P P p Note I Nows 2,8
vessel Oter(pe.

N= new indication l- previously cleared by FDA K 101829; E= added under Appendix E
Additional Comments:

Color Doppler includes Rawer (Amplitude) Doppler
Note I: t-M. ti-4W. th-Cotr. tiPD, 1-Color+PW, B-PL>PW, LI-Color-Color NI
Note 2: Ioticds imagliag For guidance of biopsy
Note 3: Includes intemlit rnoranittg of ollicle deve lopinent
Note 4: Color M,1-mode
Note 5: Far exa mnp c: thyroid. psralltroid. breast, scrotum atid pens in adalt, pediatric nd neonatal patients
Note 6: Abd..inal organs and peripheral vessel
Note 7: lisae I tarnnoi Inaging (1111)
Note 8: 30 imalgitng

Concurrence oFCDRH. 011ct, oFrn Vitro Diaginostic Devics(OIVD)
l'rescrtption Use (Per 21 CFR 80 1. 109)

Indications for Use f lSection 1.3. page 6

(gision Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K



510(k) Prentarket Notification SONOACE R5 Diagnostic Ultrasound Systemn

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: EC4-9 for use with SONOACE R5
Intended Use: Diagnostic ultrasound imating or fluid flow analysis of the human body as follows:

Clinicnl Application Mode of Oprtown ('includes simultanecous U-miodel
General specific B3 M PWL) CWD Color Combined' Other

(track I onlvi tracks I & Ill) Doppler- (Spec.) (Spec.)

Ophthalmic Ophthamitc

Fct I &.ve Vo, )
Abdominal

Ion-operative f&'uv Nuime 6)

Introopcrative (Neuo.)

Fetal hmaging Lapuroscopic

& Oilier Pediaric

Small Organ (&re Y"'e 5)

Neonatal Cepaimlic,

AdulIt Cephtalic

It......Ctal P P Pa Note I Notes 237,8

Irans-vaginal P P P P Note I Notes 2,7,8
Irati-ttrettiral

I ntms-esuph. (nun-Cardiac I

Mrmscu to-skecl -(Convent. I

Moulmoke. (Superc.)

Intra-Itn n a

Other (spe.)

Cardac Adultt
Cardie Candiac Pediatric

I rans-csuplixgeal (Cardiac)

Other (spec.)

'enplteral PenpberI vessel
Vessel Oter (spe. )

N= new indication: lv- previously cleared by FDA Kl10l829: E= added under Appetndix E
Additional Comments:

Color Doppler includes Power (Atmplitude) Doppler
Note I: 041 B-PW, B±Cotor, BtPD. B'Color+PW, L-PD+PW, 13kCotor-Cotor M
Note 2: Includes imaging for gutidance of biopsy
Note 3 Includes infetility imanitoring of follicle devetopinett
Note 4: Color MnI-ode
Note 5: tor esiatnplc: thyroid. patrath'roid, breast. scroutum atid penis in adult, pdiatric atid neonatal patients
Note 6: Abdominatl urins and peripheral vessel
Note 7: 1issue I lanitonic hmaging ( I I1)
Note : 3D imaging

Concurretice of CD)RH, Office of In Vitro Diagnostic Devices (01IVD)
Prescription Use (Per 21 CFR 801.109)

Ittdications for Use 7A~ ~Sectiun 1.3, page 7

Divs ion of Rad iological Devices
Office Of In Vitro Diagnostic Device Evaluation and Safety

510K L a2 -



510(~kj [remarkel Notification SOINOACE R5 Diagnostic Ultrasoutnd System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: EVN4-9 for use with SONOACE R5
Intended Use: Diagnostic ultrasound imai Ing or fluid flow analysis of the human body as follows:

Clinical Application Mode o(C Opealton (b includes innultneuo;s B-trode)
Genaul Specific B M PWL) CWI Color Cuoibinead' other

(track I only) (trucks I & Ill) Doppler' (Spec.) (Spae.I

Ophithalmaic Oplitlialotic

letal gev Noic 3)
Abdominal

Intra-operatite , ole 6)

tnr.-operat ir (Neuro.)

I uta aitnatur LaparoScopic

& Dowtte Pediatric

Neontatal Cephalic

Adu It Copltic

I rans-rectal N N N N Note I Notes 2,7,8

l rans-vagioal N N N N Note I Notes 2,7,8

I ritnosopfi. (non-Cardiac)

MAusulo-skel. (Conven.L)

Muscula-skel. (Saptic.)

Intra-litniin.a

Other (spae.)

Ca.rdiac Mdut_______ _________

Cardiac Cardiac Periatic

leauns-esophiageal (Cardiac)

Other (spec.)

Peripheral Peripea vessel
vessel Other' (spec.)

N=new indication; 1l' previously cleared by FDA; E= added under Appenidix E
Additional Comments:

Color Dappler includes Ikaser (Amoplioude) Doppler
Note I: B-Nt. B3-PW. L-Cola., l3PD, B-Color'PW, [IPD-PW, B-Color-Color M
Note 2: Includes inmigit for ptidance of biopsy
Note 3 Includes infeutility monitoring of follicle developtuet
Note 4: Color M-riode
Note 5: For examnple: thyroid, patlchymid. lbreuat. scroton and penis in adult, pediatric amid neonatal patients
Note 6: Abdotna tlons and peripheral vessel
Note 7: 1issue laritsonic Imaging (1111)
Note 8: 3D iagi

Concurrensce or CDRI-, Office of In vitro Diagnostic Devices (OlVI)
Prescription Use (Per 21 CFR 80 1. 109)

Indications for Use Section 1.3, page 8

* mviO f RadiOl ic ~ Devo sics ed t

office oflIn Vito Diagnostic 0e Evaluati~nadSft

sioK



50(W) 'remarket Notification SONOACE 1<5 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: LN5-12 for use with SONOACE R5
mnended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

lI ..i ntt Application Mode of Opeation I *intlidcs simultaeops ti-mode
General Specific B M I'WD CWD Color ' obnd'Ole

I(Iaok I only, 0 racks I & 1ll) Dole (Spec') (Spec.

ophthalmic Oplittsiltic

Fetaw4&' Note 3)
Abdomnal

lnra-opcrati'e: (Se Mae 6)

I tm-rtt-otVe (Near.

I ol at Imgin Laparolscopic

& Other Pediatric N N N N Note I Notes 2,5,6
Small Organ (k,~ N'iu 5) N N N N Note I Notes 2,5,6
Neontatal Ceptialic

Adult Ceoialic

trans-re eta)

tru-ait~giia

I ...... urethral

I latt-csopt. itotv.,Cardnsc I

Miisculo-Ske. (Conve.) N N N N Note I Note, 2,5,6
Maseilo-skel. (Supvtlie.) N N N N Note I Notes 2,5,6

i otra-luiniiiat

Other (spec.)

Cardiac Adult
Cardiac Cartiac Pediatric

Irans-esopliageal (Cardiac)

Other (spec.)

erptnPeripheral sesse! N N N N Note I Notes ,
Vessel Otrpe.

N= new, indicahiotn; l= previously cleared by FDA; Em added unader Appendix E
Addititonal Comments:

Color Doppler includes Plower (Atoptiude) Doppler
Note 1: B-Nt, lBt'W. [1-Color. B-PD. B-ColorvPW, Bl-PDPW, 13-ColorColor M
Note 2: Includes oiman for guidance of biopsy
Note 3: tocies inftwilits monitoritng of rollicle dietloptrneit
Note 4: Color NI-tuode
Note 5: Fc. ecannplc: throid, paratt,roid, breast, scrot,.m and pseni, in adult, pdiatri arid neontaul paticits
Note 6: Abdmot isaogans aid periphteral vessel
Note 7: tissue: liannooic tinagitig It11]
Not 8: 3D rtanginig

Concurretnce of CDRH, Office of It Vitro Diacustic Devices (01IV D)
Prescription Use (Per 21 CFR 801.109)

Indications for Use ______________________ Section 1 ., page 9
(Dtision Sign-Off)

Division Of Radiologicei Devices
Office Of In Vitro Diagnostic Device Evaluation and Safety

510K l y )) -



510(k) 'remarket Notilicatiion SONOACE [R5 Diagnostic UltraSOuind System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

51 0(k) No.:
Device Name: LNS-12/40 for use with SONOACE R5
Intended Use: Diagnostic ultrasound imagzing or fluid flow analysis of the human body as follows:

Clincal Applicao Mode o11Operation U includes, simultaneous U-odl
General specitic 13 M PWO CWO Color. Combined'- Other

Itrac I onls) ([iks' t I I [I I Doppler (Spe.) (Spec.)

Ophthialmic Oplliieon

Fdau I 4Se VNwe 3)

Abdominal

nitint-operative (.see Non' 6)

In1tra-operative (Neo.)

ettl Iang Laparscoepic

& Oilier Pediatric P p p P Note I Notes 2,5,6
smtall Organ IN'e SAc' .) P P p P Note I Nowes 2,5,6
Neontital Ceplilic

Adult Cepluali

I raos-rectal

Itro,-vaginal

I mnm~orethral

Irsns-csopb. (n-Cardiac)

IA.ttiut.-SkL (Consent.) p P P P Note I Notes 2,5,6

Mttscuto.skel. (supcrft. p 1 P P Note I Note, 2,5,6

Inf~t,. lam ittil

other (Spec.)

Cardia Adoult
Cardiac Cardiac Peditari

transcsoittagcal (Candiac)

Offter (spec)

Petiphet-il Peripltenti ves'sel P? Note I Notes 5.6
Vessel other (spec.)

N= new indication; l= previously Cleared by FDA K 1018929: [= added otrder Appendix E
Additional Cotmments:

Color Doppler includecs Powser (Amplitude) Uoppler
Note I: t3-M. U-tW, li-Cotor, B-PD. D-Color+PW, U-PO*PW, 13-CotocColor NI
Note 2: Includes itgting for ouid ... of bioy
Note 3: Includes infertility monmitoring of follicle develuoment
Note 4: Color NImiode
Note 5: For exittple: thyroid, p-arthtvrid. breast, scrotm atid penis itt adult, pediatric and neonatal patients
Note 6: Abdom inal organs and peripheral vse
Note 7: tissue I Ianttonic Itnagitig (I I1)
Note S:30) itmaging

Concurretnce of CDRH. Office of In Vitro Diatossie Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Itndications Ika Use Section 1.3, page 10

(Division SignOff)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluaion and Safety

510OK



510(k) l'rernarket Notification SONOACE R5S Diagnostic Ultrasound Systenm

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.: Device Name: L5-12/60 for use with SONOACE R5
Intended Use: Diagniostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mocle ofl O ration (include, simutltaneots [I-mode)
General spcific 13 NI PWD CW B Colt, Combined' Other

f I rck I onIls (locks I& I11) Dplr (Spcc (spec]

UplIthalnu mic O h hali c

I etal Mde e 3,)
Abdormal

intra-operalive N.ee Nie 6)

Intis-operathec lNcuro.l

F etal ltnawn Laptttuscoptc

& Other Pediatric p p p P Note I Notes '.5,6

Suall Don~' (See Mine 5) P P p P Note I Note, 2.5,6

Ncoumtul Cephllic

Adult Ceplialic

louns-occol

I ran s-arelthral
Iran s-csot. - ton-Cardiac)

M ...culo-Skel. (Couvent.) P P P P Note I Notes 2,5,6

Mucuo ske5pctlc.) P P P P Note I Notes 25,6

Cardiac Adult
Cardiac Cardiac Pediatric

I runs-esopsageal (Cardiac)

Oiie (spec.)

Periphet-l Petpealvse p p P P Note I Notes 5,6
Vesse O tlp~r (spec.

N=new findication; l'= previously cleared by FDA K 101829; E= added utnder Appndix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: Bi-M, t3-]1W. 8-Color, B PD, B-Color-l'W, B-'D4PW, 8-Color-Color NI
Note 2: Includes linagitig ror pidnce of biopsy
Note 3: Includes inllt nastitu or fllice develoment
Nowe 4: Color M-ssode
Note 5: 1or esaniplc: lthyroid, parutlioiid, breast, craot o s a pisi in adit, pediatri -and neonatal panicns
No 6: Abdcominal qugan, and Periplseral vse
Note 7: lisate I I ..n...ic IIntaging (1111)l
Note 8: 3D imaging

Concurrence oCCDIil, Offics ol'In Vitro Diagnostic Devices (CIVD)
Prescription Use (lPer 21 CFR 801109)

Indications for Use I ~ AQ ~Section 1.3. page I I

(Divsiofl Sign-Off
Division of RadiIgiCSI DOVI~s

Officae of In Vitro Diagnostic Oevite Evaluation and Set~tW

510K --)


